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§516.115

(a) Investigational exemptions for in-
dexing purposes;

(b) Submissions to FDA of requests
for determination of eligibility of a
new animal drug for indexing;

(c) Establishment and operation of
expert panels;

(d) Submissions to FDA of requests
for addition of a new animal drug to
the index;

(e) Modifications to index listings;

(f) Publication of the index; and

(g) Records and reports.

§516.115 Definitions.

(a) The following definitions of terms
apply only in the context of subpart C
of this part:

Director OMUMS means the Director
of the Office of Minor Use and Minor
Species Animal Drug Development of
the FDA Center for Veterinary Medi-
cine.

Holder means the requestor of an
index listing after the request is grant-
ed and the new animal drug is added to
the index.

Inder means FDA’s list of legally
marketed unapproved new animal
drugs for minor species.

Intended use has the same meaning as
that given in §516.13 of this chapter.

Qualified expert panel means a panel
that is composed of experts qualified
by scientific training and experience to
evaluate the target animal safety and
effectiveness of a new animal drug
under consideration for indexing.

Requestor means the person making a
request for determination of eligibility
for indexing or a request for addition
to the index.

Transgenic animal means an animal
whose genome contains a nucleotide se-
quence that has been intentionally
modified in vitro, and the progeny of
such an animal, provided that the term
‘transgenic animal’ does not include an
animal of which the nucleotide se-
quence of the genome has been modi-
fied solely by selective breeding.

(b) The definitions of the following
terms are given in §514.3 of this chap-
ter:

Adverse drug experience.

Product defect/manufacturing defect.

Serious adverse drug experience.

Unexpected adverse drug experience.
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(c) The definitions of the following
terms are given in §516.3 of this chap-
ter:

Same dosage form.

Same drug.

Same intended use.

§516.117 Submission of correspond-
ence under this subpart.

Unless directed otherwise by FDA,
all correspondence relating to any as-
pect of the new animal drug indexing
process described in this subpart must
be addressed to the Director, OMUMS.
The initial correspondence for a par-
ticular index listing should include the
name and address of the authorized
contact person. Notifications of
changes in such person or changes of
address of such person should be pro-
vided in a timely manner.

§516.119 Permanent-resident U.S.
agent for foreign requestors and
holders.

Every foreign requestor and holder
shall name a permanent resident of the
United States as their agent upon
whom service of all processes, notices,
orders, decisions, requirements, and
other communications may be made on
behalf of the requestor or holder. Noti-
fications of changes in such agents or
changes of address of agents should
preferably be provided in advance, but
not later than 60 days after the effec-
tive date of such changes. The perma-
nent resident U.S. agent may be an in-
dividual, firm, or domestic corporation
and may represent any number of re-
questors or holders. The name and ad-
dress of the permanent-resident U.S.
agent shall be submitted to the Direc-
tor, OMUMS, and included in the index
file.

§516.121 Meetings.

(a) A requestor or potential requestor
is entitled to one or more meetings to
discuss the requirements for indexing a
new animal drug.

(b) Requests for such meetings should
be in writing, be addressed to the Di-
rector, OMUMS, specify the partici-
pants attending on behalf of the re-
questor or potential requestor, and
contain a proposed agenda for the
meeting.
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